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REMARKS 

Claims 1, 2, 4-24, 26-35, 37-60 and 70-75 presently 
appear in this application. Claims 35 and 37-60 have been 
withdrawn from consideration. No claim is allowed. The Office 
Action of March 19, 2008, has been carefully reviewed. 
Reconsideration and allowance are hereby respectfully solicited. 

Briefly, the present invention relates to a cell line 
(and to a composition and kit containing this cell line and to 
methods of using this cell line) , which is essentially a ^""one- 
time use'' commercial cell line with a shelf life suitable for its 
intended use in an assay, after which (no more than thirty days) 
the cell losses signal transduction activity and undergoes 
cellular death. 

Claims 1-2, 4-34 and 70-75 have been rejected under 35 
U.S.C. §112, first paragraph, as failing to comply with the 
enablement requirement. The examiner states that the 
specification, while being enabling for a mammalian cell line 
that has been treated with an anti-mitotic and pro-apoptotic 
agent that is vinblastine, 5-f luorouracil or y-irradiation, does 
not reasonably provide enablement for a cell line of any other 
type of cell that has been treated with an anti-mitotic and pro- 
apoptotic agent. 

While applicants do not agree with the examiner' s 
position, merely for the purpose of expediting allowance and 
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without prejudice toward continuation of broader claims in a 
continuing application, this rejection is now obviated by the 
amendment to the claims to be directed to only mammalian cell 
lines and the three specified anti-mitotic and pro-apoptotic 
agents that the examiner considers to be enabled. 

Reconsideration and withdrawal of the enablement 
rejection are therefore respectfully requested. 

Claims 1-2, 4-34 and 70-75 stand rejected under 35 
U.S.C. §112, first paragraph, as failing to comply with the 
written description requirement. The examiner states that the 
claims encompass a very large genus of cell lines according to 
the specification including any cells of other vertebrates, 
eukaryotic or prokaryotic cells, bacterial cells, plant 
protoplasts, fungal and yeast cells. The structural 
characteristics of this genus are said to be diverse, including 
cell surface proteins and length of replication cycle. The 
examiner further states that claim 1 as written encompasses any 
anti-mitotic/pro-apoptotic agents that would convey the function 
of cellular death on the cell lines in no more than about 30 days 
at a temperature above freezing. The examiner states that while 
applicants argue that the skilled artisan could readily determine 
what other agents may be anti-mitotic and pro-apoptotic, the 
claims have breadth in multiple areas including cell type, cell 
surface protein and agent. The examiner concludes by stating 
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that the specification does not provide sufficient description of 
a representative number of species of the large genus of cells 
claimed. This rejection is respectfully traversed. 

Claims 1 and 34 and the dependent claims have been 
amended to recite that the cell line is a mammalian cell line and 
to recite that the anti-mitotic and pro-apoptotic agent is 
selected from the group consisting of vinblastine, 5-f luorouracil 
and y-irradiation . These amendments are being made without 
prejudice, in order to expedite allowance and without prejudice, 
as indicated above. No new issues are raised by the amendments 
as the features added to the independent claims previously 
appeared in dependent claims. Note that the feature of the cell 
line being mammalian was previously claimed in claims 25 and 36 
and the recitation of the anti-mitotic and pro-apoptotic agent 
being vinblastine, 5-f luorouracil or y-irradiation was previously 
claimed in dependent claims 7-9. 

As to the cell surface protein, the examiner states 
that the claims also have breadth regarding the signal 
transduction activity of the cell surface protein that must be 
maintained for at least about 1 hour after which the cell will 
lose the signal transduction activity of the cell surface 
protein. However, the real issue is how long the cell will live 
and process normally until it discontinues its processes and 
dies. In the declaration of record in this case, the length of 
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time the cells remained active and continued to have signal 
transduction from the cell surface protein was not dependent on 
the cell surface protein in any way. There is no reason to 
believe that applicant is not entitled to breadth with respect to 
the cell surface protein, i.e., was not in possession of the full 
breadth of claimed cell surface proteins. Reporter gene assays 
are well known in the prior art. The present invention is in the 
manner of making these cells die after a one-time use. The type 
of cell (mammalian) has now been specified as has the anti- 
mitotic and pro-apoptotic agent that is used (vinblastine, 5-FU 
and y-irradiation) . The examiner agrees that these amendments 
establish enablement. They should also establish that applicants 
were in possession of the full scope of the invention. The 
claimed loss of signal transduction activity, particularly in the 
case of the specifically claimed anti-mitotic and pro-apoptotic 
agents, is due to failure of the cells to replicate or due to 
cell death by apoptosis, and thus would not be expected to depend 
in any way on the nature of the cell surface protein. Thus, this 
source of breadth is supported by the examples in the 
specification and the expectations of those skilled in the art 
reading the present specification. 

As the inventors were in possession of the full scope 
of the invention, particularly as the claims are presently 
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amended, reconsideration and withdrawal of the written 
description rejection are respectfully urged. 

Applicants believe that the elected product claims are 
now allowable. Therefore, pursuant to MPEP 821.04(b), rejoinder 
of process/method claims, which depend from the allowable product 
claims or otherwise require all the limitations of an allowable 
product claim, is respectfully requested. 

It is submitted that all of the claims now present in 
the case fully comply with 35 USC §112 and clearly define over 
the references of record. Reconsideration and allowance are 
therefore earnestly solicited. 

Respectfully submitted, 

BROWDY AND NEIMARK, P.L.L.C. 
Attorneys for Applicant (s) 

By /rib/ 

Roger L. Browdy 
Registration No. 25,618 
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Telephone No.: (202) 628-5197 
Facsimile No.: (202) 737-3528 
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